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§516.24

MUMS drug for which designation is
being requested.

§516.24 Granting MUMS-drug designa-
tion.

(a) FDA may grant the request for
MUMS-drug designation if none of the
reasons described in §516.25 for refusal
to grant such a request apply.

(b) When a request for MUMS-drug
designation is granted, FDA will notify
the sponsor in writing and will give
public notice of the MUMS-drug des-
ignation in accordance with §516.28.

§516.25 Refusal to grant MUMS-drug
designation.

(a) FDA will refuse to grant a request
for MUMS-drug designation if any of
the following reasons apply:

(1) The drug is not intended for use in
a minor species or FDA determines
that there is insufficient evidence to
demonstrate that the drug is intended
for a minor use in a major species.

(2) The drug is the same drug in the
same dosage form for the same in-
tended use as one that already has a
MUMS-drug designation but has not
yvet been conditionally approved or ap-
proved.

(3) The drug is the same drug in the
same dosage form for the same in-
tended use as one that is already condi-
tionally approved or approved. A drug
that FDA has found to be functionally
superior is not considered the same
drug as an already conditionally ap-
proved or approved drug even if it is
otherwise the same drug in the same
dosage form for the same intended use.

(4) The sponsor has failed to provide:

(i) A credible scientific rationale in
support of the intended use,

(ii) Sufficient information about the
product development plan for the drug,
its dosage form, and its intended use to
establish that adherence to the plan
can lead to successful drug develop-
ment in a timely manner, and

(iii) Any other information required
under §516.20.

(b) FDA may refuse to grant a re-
quest for MUMS-drug designation if
the request for designation contains an
untrue statement of material fact or
omits material information.
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§516.26 Amendment to
designation.

(a) At any time prior to conditional
approval or approval of an application
for a MUMS-designated drug, the spon-
sor may apply for an amendment to the
designated intended use if the proposed
change is due to new and unexpected
findings in research on the drug, infor-
mation arising from FDA recommenda-
tions, or other unforeseen develop-
ments.

(b) FDA will grant the amendment if
it finds:

(1) That the initial designation re-
quest was made in good faith;

(2) That the amendment is intended
to make the MUMS-drug designated in-
tended use conform to the results of
new and unexpected findings in re-
search on the drug, information arising
from FDA recommendations, or other
unforeseen developments; and

(3) In the case of a minor use, that as
of the date of the submission of the
amendment request, the amendment
would not result in the intended use of
the drug no longer being considered a
minor use.

MUMS-drug

§516.27

(a) A sponsor may transfer sponsor-
ship of a MUMS-designated drug to an-
other person. A change of sponsorship
will also transfer the designation sta-
tus of the drug which will remain in ef-
fect for the new sponsor subject to the
same conditions applicable to the
former sponsor provided that at the
time of a potential transfer, the new
and former sponsors submit the fol-
lowing information in writing and ob-
tain permission from FDA:

(1) The former sponsor shall submit a
letter to FDA that documents the
transfer of sponsorship of the MUMS-
designated drug. This letter shall speci-
fy the date of the transfer. The former
sponsor shall also certify in writing to
FDA that a complete copy of the re-
quest for MUMS-drug designation, in-
cluding any amendments to the re-
quest, and correspondence relevant to
the MUMS-drug designation, has been
provided to the new sponsor.

(2) The new sponsor shall submit a
letter or other document containing
the following information:
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(i) A statement accepting the MUMS-
drug designated file or application;

(ii) The date that the change in spon-
sorship is intended to be effective;

(iii) A statement that the new spon-
sor has a complete copy of the request
for MUMS-drug designation, including
any amendments to the request and
any correspondence relevant to the
MUMS-drug designation;

(iv) A statement that the new spon-
sor understands and accepts the re-
sponsibilities of a sponsor of a MUMS-
designated drug established elsewhere
in this subpart;

(v) The name and address of a new
primary contact person or permanent
resident U.S. agent; and

(vi) Evidence that the new sponsor is
capable of actively pursuing approval
with due diligence.

(b) No sponsor may relieve itself of
responsibilities under the act or under
this subpart by assigning rights to an-
other person without:

(1) Assuring that the new sponsor
will carry out such responsibilities;
and

(2) Obtaining prior permission from
FDA.

§516.28 Publication
designations.

of MUMS-drug

FDA will periodically update a pub-
licly available list of MUMS-designated
drugs. This list will be placed on file at
the FDA Division of Dockets Manage-
ment, and will contain the following
information for each MUMS-designated
drug:

(a) The name and address of the spon-
sor;

(b) The established name and trade
name, if any, of the drug;

(c) The dosage form of the drug;

(d) The species and the proposed in-
tended use for which MUMS-drug des-
ignation was granted; and

(e) The date designation was granted.

§516.29 Termination of MUMS-drug
designation.

(a) The sponsor of a MUMS-des-
ignated drug must notify FDA of any
decision to discontinue active pursuit
of conditional approval or approval of
such MUMS drug. FDA must terminate
the designation upon such notification.
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(b) A conditionally-approved or ap-
proved MUMS-designated drug sponsor
must notify FDA at least 1 year before
it intends to discontinue the manufac-
ture of such MUMS drug. FDA must
terminate designation upon such noti-
fication.

(c) MUMS designation shall termi-
nate upon the expiration of any appli-
cable period of exclusive marketing
rights under this subpart.

(d) FDA may terminate designation
if it independently determines that the
sponsor is not actively pursuing condi-
tional approval or approval with due
diligence. At a minimum, due diligence
must be demonstrated by:

(1) Submission of annual progress re-
ports in a timely manner in accordance
with §516.30 that demonstrate that the
sponsor is progressing in accordance
with the drug development plan sub-
mitted to the agency under §516.20 and

(2) Compliance with all applicable re-
quirements of part 511 of this chapter.

(e) Designation of a conditionally ap-
proved or approved MUMS-designated
drug and the associated exclusive mar-
keting rights may be terminated if the
sponsor is unable to provide sufficient
quantities of the drug to meet the
needs for which it is designated.

(f) FDA may also terminate MUMS-
drug designation for any drug if the
agency finds that:

(1) The request for designation con-
tained an untrue statement of material
fact; or

(2) The request for designation omit-
ted material information required by
this subpart; or

(3) FDA subsequently finds that the
drug in fact had not been eligible for
MUMS-drug designation at the time of
submission of the request;

(4) The same drug, in the same dos-
age form, for the same intended use be-
comes conditionally approved or ap-
proved for another sponsor; or

(56) FDA withdraws the conditional
approval or approval of the application
for the new animal drug.

(g) For a conditionally approved or
approved drug, termination of MUMS-
drug designation also terminates the
sponsor’s exclusive marketing rights
for the drug but does not withdraw the
conditional approval or approval of the
drug’s application.
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